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DETAILED ACTION 

Claims 1-44 are pending in the application. 

Applicant's election without traverse of Group I, claims 1-11 in the reply filed on 
11/02/04 is acknowledged. 

Because claims 12-44 are directed to the non-elected invention, these claims are 
hereby withdrawn from consideration on the merits. 

Further, because claims 2-5 are drawn to the non-elected species, these claims 
are further withdrawn from consideration on the merits. 

New claims 42-44 are directed toward the elected invention and will be examined 
along with claims 1 and 6-11. 

Claims 1,6-11 and 42-44 were examined on the merits. 

Double Patenting 

Applicant is advised that should claim 6 be found allowable, claims 42-44 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
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claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim.. 
See MPEP § 706.03(k). In the Instant case, it appears that Magnolia biondii Pamp. is 
the same herb as Flos Magnoliae. Therefore, there is no difference between claims 6 
and 42-44,_ . _ . _ _ _ 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1,6-11 and 42-44 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a composition comprising Centipeda 
minimal or Magnolia biondii does not reasonably provide enablement for any anti-allergy 
herb. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make or use the invention 
commensurate in scope with these claims. These claims are further rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
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inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue, 1 not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. While all of these factors 
are considered, a sufficient amount for a prima facie case are discussed below. 

In the Instant case, Applicants have claimed where the forth herb is an 'anti- 
allergy' herb. However, it is not clear that Applicants were in possession of every 
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species of plant which has anti-allergy properties since the Instant specification only 
teaches two species of plants which would be efficacious in the Instant composition. 
Lacking this guidance in the Specification, the skilled artisan would not know. what other 
herbs were sufficient for making the claimed invention. Therefore, the skilled artisan 
would need to perform undue experimentation in order to ascertain what species of 
plants actually fit the description of an 'anti-allergy' herb. This experimentation would be 
undue caused by tedious trial and error protocols in order to ascertain what other 
extracts from any other herb, of hundreds of thousands of known plants, are actually 
'anti-allergy'. 

In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970), held that 

"Inventor should be allowed to dominate future patentable inventions of others where those 
inventions were based in some way on his teachings, since such improvements while 
unobvious from his teachings, are still within his contribution, since improvement was made 
possible by his work; however, he must not be permitted to achieve this dominance by claims 
which are insufficiently supported and, hence, not in compliance with first paragraph of 35 
U.S.C. 112; that paragraph requires that scope of claims must bear a reasonable correlation 
to scope of enablement provided by specification to persons of ordinary skill in the art; in 
cases involving predictable factors, such as mechanical or electrical elements, a single 
embodiment provides broad enablement in the sense that, once imagined, other embodiments 
can be made without difficulty and their performance characteristics predicted by resort to 
known scientific law; in cases involving unpredictable factors, such as most chemical reactions 
and physiological activity, scope of enablement varies inversely with degree of unpredictability 
of factors involved." 



Application/Control Number: 10/645,054 
Art Unit: 1654 



Page 6 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 6, 8 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Yu et al. (US 6,039,954) as evidenced by Traditional Chinese Medicine- 
Acupuncture-Herbs-Formulas (TCMAHF) www site*. 

Yu et al. (US 6,039,954) disclosed a composition comprising Fang feng, Bai Zhu 
and Hou Po for treating gastrointestinal disorders (See Table 1 for example). It is noted 
that Fang feng is Ledebouriella seseloides, Bai Zhu is Atractylodes macrocephala and 
Hou Po is Magnoliae officinalis (which is analogous to Magnoliae bondii as Instantly 
claimed as evidenced by TCMAHF). 

Therefore, Yu et al. anticipated the claimed invention. 



* This reference is merely recited to relay something which is well-known in the art, and is not used in the rejection perse. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 

- - - - invention was made to a person having ordinary skill in the art to which said subject matter pertains. 

Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or(g) 
prior art under 35 U.S.C. 103(a). 

Claims 1,6-11 and 42-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Cheng (1998 - Abstract) in view of Whitson-Fischman (US 5,162,037 
A). 



Cheng (1998 - Abstract) taught that the combination of Huang qi (Astragalus 
membranceus and/or Hedysarum polybotrys), Bai zhu (Atractylodes macrocephala 
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kodiz and Fang feng (Ledebouriella seseloides) was effective in treating allergic rhinitis 
(See English Abstract)., Cheng did not specifically teach wherein Magnolia biondii pamp 
(a forth anti-allergy herb) was added into the composition. - 

Whitson-Fischman (US 5,162,037 A) taught that Magnolia officinalis (aka 

Magnolia biondii pamp, aka hou po, aka Flos Magnolia) was beneficially used as an 

anti-allergy agent (see Examiner 13, col. 14 for example). 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to combine the instant ingredients for their known benefit 
since each is well known in the art for their anti-allergy properties. This rejection is 
based on the well established proposition of patent law that no invention resides in 
combining old ingredients of known properties where the results obtained thereby are 
no more than the additive effect of the ingredients, In re Sussman, 1943 CD. 518. 
Accordingly, the instant claims, in the range of proportions where no unexpected results 
are observed, would have been obvious to one of ordinary skill having the above cited 
references before him. 

Further, it has been held that where the general conditions of a claim are disclosed 
in the prior art, discovering the optimum or workable ranges involves only routine skill in 
the art. In re Aller, 220 F2d 454,456,105 USPQ 233; 235 (CCPA 1955). see MPEP § 
2144.05 part II A. Thus, it would have been obvious to one of ordinary skill in the art at 
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the time Applicant's invention was made to determine all operable and optimal 
concentrations of components because concentration is an art-recognized result- 
effective variable which would have been routinely determined and optimized in the 
pharmaceutical art. Further, if there are any differences between Applicant's claimed 
method and that suggested by the combined teaching of the prior art, the differences 
would be appear minor in nature. Although Chang did not specifically teach wherein the 
extracts of each particular drug was used as an anti-allergy medicine, basic extraction 
techniques to purify the active substance are well known and conventional in the art; 
i.e., water/alcohol. Because it was clear from Chang that these herbs had anti-allergy 
properties, the ordinary artisan would have had a reasonable expectation that an extract 
of each plant would have provided for the same properties, especially considering the 
claims only state 'extract' and do not specify any particular extract type. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 



No Claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Patricia Leith 
Primary Examiner 
Art Unit 1654 
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